Haszpanue
Homep :')KCIIG TH3a OTUCTOB O HEXKCIIATCIIBbHBIX
COII-K3-011 P
ABIICHHAX

Bepcns

5.2 o1 21.02.2019 1.

Conepxanne 4 HA3HAYEHUE
OOBACHAET MPOLEAYPY IKCIEPTH3HI OTIETOB O

HeXellaTeIEHEIX SABJIEHUSX

Mec’ronaxonmeﬂun

®eiepalbHOE rOCyIapCTBEHHOE OIOKETHOE YUPEKICHHUE
«HMMI] onkonoruu um. H.H. Iletposa»
MuHucTepcTBa 31paBOOXpaHCHUsA

Poccuiickoit ®eaepanuu

197758, Cankr-IleTepOypr, noc. Ilecounsii,

yi1. JIeHuHrpanckas, 1oM 68
Komurer mo D1HKe

3amensieT BepcHIo
5.1 01 24.01.2019 .

Cocras.ieHo IIposepeno
ITonropanxuit A.H. Cemenona A.H.
Ilpencenareas K3

Vreepxaeno Ha 3acefannu K9

Cemenosa A.H.

Hara 3acejaHHs Homep 3aceganns
21.02.2019r. Ne3

Jara
21.02.2019.

Hoamucoh

S

e




1. Heas — pa3paboTaTs HHCTPYKIHMH MO 3KCNEPTH3E U [OC/IEAYIOIEMY HAOMIONEHHIO 11O
(axty OT4ETOB O pa3sBHTMM HEKENATEIbHBIX SBJIECHHN/PEaKiHii B XOJe TeKyIero
UCCJICIOBAHHS, paHee 0100PEHHOTO 3 THYECKAM KOMHTETOM.

2. ObaacTs NpEMeHEHUs — Bee 0106PEHHBIE IIPOTOKOJIEL.

3. TepmuHbI H ONpeaeIcHHS:

3.1. nexenarensHas peakuus (HP) — Bce HeraTuBHbIe WK HeTpeIBHICHHbIE PEAKIIHH,
CBA3aHHBIE C HCIIONB30BAHUEM JIOOOH 03Bl MEJUIMHCKOTO MPOIYKTAa M
[Npearnonararinue BO3MOXHOCTE HAIAYHA HpH‘lHHHO-CJ’ICI{CTBCHHOﬁ CBA3H
METHIHHCKOI'0 IPOYKTa U AAHHBIX IPOSBIICHHIA;

3.2. nexenarensHoe spiaeHue (HS) — BoisBneHHoe y mammenTa win cyGBexTa
KITHHAYECKOr0 MCCICI0BAHMS MOC/IE IPUMEHEHNUS (hapMaIeBTHYECKOTO IIPOAYKTa
moboe HEOIArompHATHOE ¢ MEAMIAHCKON TOYKH 3peHHs CcoOBITHE, KOTOpOE
MOKET U HE UMETH HpH‘iHHHO—CJ’IeﬂCTBCHHOI':I CBAZH €TI0 IIPHMCHCHHCM,

3.3. nenpenBujicHHas HexenatenbHas peakuus (HHP) — HexenarensHas peakius,
CYIIHOCTb WJIHM THKECTh KOTOPOM HE COINacyloTcs ¢ uMeroeiicss uHdopmanueii o
IPOAYKTE;

3.4. ceppe3HOE HEXKEJIAaTeNIbHOE sSBJICHHE H/HIIH cepbe3Has HeKelaTelbHas peakius
(CHS/CHP) — nroboe HeOiaronpusTHOE KIMHMYECKOE COOBITHE, KOTOPOE BHE
3aBHCHUMOCTH OT JIO3bl IIpenapaTa: NpUBEIO K CMEPTH; IpeCTaBIseT yrpo3y s
)KHU3HH; TpeOyeT TOCIHTAIH3AIMH WIA €€ MPOMICHHS; NPHBEI0 K CTOHKOH MM
3HAYUTEJIBHOM  HETPYA0CNOCOOHOCTH/MHBATMIHOCTH;  TPEACTaBIsSeT  CoOOM
BPOXIECHHYIO aHOMAIHIO/TIOPOK PA3BUTHS,

4. OrBercTBeHHOCTH. KD MpPOBOAUT HKCHEPTH3Y OTUETOB O HEXKEJIATEIBHBIX PEAKIUAX H
SABIICHUAX, BK/IOYAIOIIUX PUCK JJI YYAaCTHHKOB HMCCJICJOBAHUA HJIM HECOOTBETCTBHE
ITHYECKUM CTaHIapTaM.

5. Tlocne mogaym cooduieHuUs:

5.1. KD BEIHOCHT OOHO U3 CICAVIOIIHX PEIISHHH:

5.1.1. OpHHATH K CBECHHUIO IPEICTaBICHHYIO HHGOPMALHIO;

5.1.2. B OTAENBHBIX CiIy4asX, 3aCIy)KHBAIOLUIMX 0COOOro BHUMAHHUSA C TOYKH
3peHUs] 0€30MacHOCTH YYAaCTHUKOB MCCHENOBAaHMS M M3MEHEHHS
COOTHOIIEHUS PHCK/TONb3a y4yacTus B Hccienosanud, llpeacenarens
KD, samectutenr Ilpencematens wam OKcmepr, Ha3HAYCHHBIH
IIpencenareneM, npeIpUHEMAIOT KOHKPETHbIE AEHCTBHSA B OTHOIIECHHH
JaHHOI'O coObITHA (3anpoch5 JAOMNOJIHHUTEIBHBIE MOKYMCEHTBL H/HHH
HH(pOPMALHIO 110 HCCIIEJOBAHHUIO);

5.1.3. 1o pemieHHIO BbIIEyKa3zaHHBIX WicHOB KD cooOIEHHA BBIHOCATCA HA
o0cyxenne 3KCTpeHHOro 3acefanusd K9 W M0 HHM TroJjocOBaHHEM
NPHHHMAIOTCS 0COOBIE PEIICHHS.

5.2. Ecu xakue-nmubo maru ObUIM NpeANpHHATHL, cekpeTaph KO HezaMeUIHTENBHO
coobmaer 06 JTOM IJIABHOMY HCCICHOBATENI0 H OpraHM3alliH, HPOBOJISIICH
Hcciaenopaane. Cekperaps TOTOBHT O(QHIHAIBHOE IHCBMO, IOANHCAHHOE H
nartupoBanHoe mpencepareneM KD  mmm  ero  3aMecTHTeneM — IJIABHOMY
MCCIIENOBATENNI0 O TOM, KakHe MAEHCTBHS JOIDKHBI OBITh MNpPEANPHHATHI B
cooteercteud ¢ pemenneM K. Ecin KD ue npeanpuHuMaeT HUKaKUX JEHCTBHMA.
Ha COOOLIGHHH CTaBHTCA OTMETKA «IPHHATO K cBefeHMio». CoolieHus
apXHBUPYIOTCS CEKPETAPHATOM B (haiie JaHHOTO HCCIICIOBAHUSL.
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CHSl, cnyunBmmecss B HCCIEOBATELCKOM IIEHTpe, NPHBENIHE K CMEPTH WJIH
NMPEACTABJISAIONIHE YIPO3Y JKU3HH CYObEKTAM HCCIeJ0OBAHHS:

6.1. Uccrenoparens wm3semaer KD B IMHCBEMEHHOM BHIE, IO Mepe NOCTYILICHHS
uHpopmanun, 000 Bcex CHS, ciay4YuBIIMXCS B CBOEM HCCIIEIOBATEIHCKOM
LEHTPE, IPUBEAIMX K CMEPTH HJIH [IPEJICTABIISAIONINX YIPO3Y KH3HH.

6.2. B coo0Omenny riaBHsIi HCCIeI0BaATENb HOJDKEH yKa3aTh:

6.2.1. cyTs coOBITHS;

6.2.2. xpuTepuil CEepbE3HOCTH COOBITHS (CMEPTh, YIpOXKAIOMEee KU3HH
COCTOSIHHE, cToifKOe WA BBIPaXKCHHOE HapynieHue
TPYAOCHOCOGHOCTH/ AEeCTIOCOOHOCTH, MOCIMTAIM3ALNS WK TIPO/UIEHHE
TOCIHTAJIM3ALMH, BPOXKICHHBIE aHOMATHMM MM JePEKTH pPa3sBUTHI,
JIpYTUe BAXXHBIE C MEIHIIMHCKON TOYKH 3peHHsl COOBITHS), HCXOIBI
(ecnu cobBITHE pa3pelInIOCh);

6.2.3. Mepsl, IpHHATHIE UL o0ecreyeHus OE30IMacCHOCTH NalUeHTa.

CHP, 3aperucTpHpoBaHHbIE HA JAHHLIN NPENapaT, B HCCJIEA0BATEIbCKHX HEeHTPax:
7.1. KD nomxen 6viTe mpoundopmupoBan o060 Bcex ciayyasx cepbesusrx HHP ma
JNaHHBIA  @penapar, KOTOpHIE 3aperHCTPUPOBAHBI B XOJ€  INPOBEICHHS
KIHHHYECKOTO HCCICI0OBaHHA BO BCEX HCCIEOOBAaTEIBCKHX OeHTpax, Trae
IPOBOJUTCA MHOTOLEHTPOBOE KIMHHYECKOE HccieaoBaHue. OpraHu3amus,
[POBOJALIAA HCCIEIOBAaHHE (CIOHCOp), 00sA3aHa coodImaTe 000 BCEX CEPhE3HBIX
HHP, npuBemmmx K cMepTH WIM MPEACTABIAIONIAX YIpo3y CyOBeKTam
HCCIIeZIOBaHMS B TeUeHHUe 7 KaIEHAAPHBIX JHEH Iocie moydyeHus HHHOpMAIHH O
coOpiTHH. B ocranmeubix cinyuasx BeiseieHus cepre3usix HHP - B Teuenue 15
KaJICHJAapHBIX JHEH.

7.2. Uadopmanus 060 secex CHP, Ha nccneayeMslil npenapar, KOTOPBIE HE SBJISFOTCH
HETIPEBUICHHBIMHY, MIPEACTABIACTCA TaK, KaK 3TO YKa3aHO B MPOTOKOIE, HO HE
PEXE YEM OJHH pa3 B rog B q)opme NEPHUOIHUICCKHX HITH I'OJOBBLIX OTHCTOB H
3aKIIOYATENIFHOTO 0TYETa 10 0€30MacHOCTH.

7.3. K coobuieHu0 npuiaraercs COINpPOBOAUTENBHOE MMHCBMO Ha PYCCKOM H3BIKE C
HOIUCHIO TIIABHOIO KCCIIEA0BATENS HIIM CIIOHCOPA.

7.4. Uadopmanus JopkHa OBITH NpEACTaBICHA Ha PYCCKOM A3BIKE HIM OBITh
cHa0)KeHa KOMMEHTapPHAMH Ha PYCCKOM S3BIKE.

Hudopmanun mno 0e30macHOCTH, CYIIECTBEHHO BJHSOMAs Ha NpoBeAeHHe
HCCJIEIOBAHNS M/WIHM YBeIMYHBAKINAS PHCK 1S Cy0ObeKTOB HCCJIeIOBAHHA.
Hccnemoparens (crioncop) coobuiaer B KD mapopmanuio mo 6e30macHOCTH, KOTOpas
MOKET M3MEHATH OLEHKY COOTHOIIEHHS IIOJIB3a-PHCK HCCIIELyeMOro mpemapara Iu60
CIIY)KUTh OCHOBAHHEM UL M3MEHEHHI B PEKOMEHJAIHsX II0 €ro Ha3Ha4eHHIO, a TaKxKe
OCHOBaHHEM IS MEPECMOTpa BO3MOXHOCTH JAlIbHEHIEr0 IPOBEICHHS HCCIEN0BAHMS

WJIM HeOJIaroIpHATHO MOBJIMATE HA X0 UCCIIEIOBaHUS.

KD ocraBasger 3a coboii mpaBo 3arpe0oBaTh MOMOJMHHTENBHYIO HH(pOpPMaNHIO HIH
JIOKYMEHTBI 110 IIPOBOIMMOMY HCCIIEI0BAHHIO B IEHTPE.
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